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DEPARTMENT OF H3&LTH & wU.W SmnCES Public Weal&i Service 

Food and Drug Administration 
9200 Corpdrate Boulevard 
Rockville MD 20850 

. 

Ms. Sonja OIson 
Regulatory Affairs Associate 
Guidant CFWI Corporation 
4 100 Hamline Avenue North 
St. Paul, M&r 55112-5798 

Re: P96004O/S28 
VENTAK PRIZM@ AVT TY AICD. System MO&~ ~~~~~ : 
Programmer $oftware Appli~ti~~ -Mod$2849 Versiun 2:4; 
PERIMETER’” CS ‘Coronary Sinus ~e~b~il~ati~~ Lead Mod& &&2,0203, and 0204; 
Stylet Accessory Kits Madels 6321,6322,6323,6324,6325,632$, 6327,6328, and 
6329; Andy 

PARTHER” Rhythm Assistant Model 2930 
. Filed: August 5,2002 

Amended: October 1, and’ November 1,2002, and March 3 5,2003 
” Procode: MPC 

Dear Ms. Olson: 

The Center for Devices and Radi~log~~~ .Heal& @XX&H) &the F@od;and Drug Administration 
(FDA) has completed its review of your Rremarket a~prov~lappif;atibn.(BMA) supplement for 
the VENTAK PRIZM AVT@ AJCD System. This device is indicated for-use in the following: 

Patients who are ICI) intimated and who have atria1 ~~~~~~i~, or Gho are at risk 
of developing atria1 ~~~y~h~~. 

Patient populations ;whoare indicqted fur a Guidant RZD incl~ude: 

0 t.hose who have had spontaneons and/or inducible lif~~~~t~~~n~ ventricular 
arrhythmias and those who are at h&h risk for .deve~~~n~ ~~~~~a~h~ias, or 

0 patients who may-benefit fram prophylactic ~~tment due to a ,prior myocardial 
infarction. and an ejection fraction +30% (as defined in the MADIT 11 Clinical Study 
appendix) 

The PMA supplement is approved. You may begin coinme;rd~l ~is~i~~t~on of the device as 
modified in accordance with the conditions described below and in the “Conditions of Approval 
for Implantable Defibrillators and ~rog~me~” (enclosed). 
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The sale, distribution, and-&e of this device are restricted to prescription tise in accordance with 
2 1 CFR 80 1 (I 109 within the meaning of-section 520(e)- of the Federal Food, ; ug, and Cosmetic 
Act (the act) under the auth of section 5 1 S(d)( 1 )(B)(ii) of the a+. FDA has also determined 
that, to ensure the safe and tivo use sf the device, the device 3s fade restricted within the 
meaning of section 520(e) under the authority of section 5 1 S(d)(~~(~)(ii)~-(1) insofar as the 
labeling specify the requirements that apply to the training -of p~a~titio~e~ who may use the 
device as approved in this order arid.(2) insofar as the s$e, dis~i~tion,.~d use must not violate 
sections 502(q) and (r) of the act. 

Expiration dating for ‘this device hasbeen established .md a~~~~ved for the f~~~ow~ng models: 

0 Ventak Prizm AVT, Evladei 1900, at one year Born the ~~te~,a~~h date. 
* Perimeter CS Lead~Model~O2~2~~2~3,0204, at four ~years from the date of sterilization. 
l Rhythm Assistant, at 6 years from the ba~e~-at~~~-~te. 
0 Accessories (Stylet Kits), at faur years from the date ~~,ste~i~i~~i~~. 

CDRH does not evaluate ~~fo~ti~~ related% contract ~i~~~~~~,~~~tie~, however you shouid 
be aware that any SIN& warranty s~t~~e~~s must be t~~h~l~,acc~~ate~ an$ not misleading, and 
must be consistent with applicable Fed&l and State laws, 

CDRH will notify the public ofits decision to approve your PMA’by rn~~n~ available a 
summary of the safety and eff~tive~ess,~ta upon which the approval: is based. The information 
can be found on the FDA CDRFI Internet ,,HumePage ~~~~~~t 
http:f/~~fda.govfcdr~pmap~e.~~I. Written requests, for ‘this ion can also be made 
to the Dockets Management Bran& (HFA-3053, Food,an& Drzlg A~rn~~~ on, 5630 Fishers 
Lane, Room 1061, Rockvilje, MD 20852. ,The written request &ouId includetthe PMA number 
or docket number. Within 30 days f&m the date that this i ed on the Internet, 
any interested person may seek review of this decision by 
administrative review, either ttiough a hearing OS review ent advisory committee, 
under section 5 1 s(g) af the Federal Food; ~&I&, and C~srneri~ Atit (the a&). 
Failure to comply with the conditions of approval: in&I&&es thie approval order. Commercial 
distribution of a device that is not in comphanee with these ~o~d~t~o~~ is a violation of the act. 

You are reminded that, as soon as possible and before curnrn~r~i~ distribution of your device, 
you must submit an amendment to this PMA submission with copiesof all approved labeling 
affected by this supplement in final printed form. The labeling wiII not ~~~~~e~y be reviewed by 
FDA staff when PMA suppl&ment applicants in#de with their s~~rn~ss~~~ of the final printed 
labeling a cover Ietter stating that the final printed labeling is identioaI to the labeling approved in 
draft form. If the final printed Iabeling is not identical, any changes from the final draft labeling 
should be highlighted and explained in the- amendment. 
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All required documents should be submitted in triplicate, unless otherwise specified, to the 
address below and should r;?lference the above PMA nugber to facilitate processing. 

PMA Document Mail Center (HFZ-40 1) 
Center for Devices and Radiological I$zaith 
Food a&l Drug Admin~tr~tion 
9200 Corporate Blvd.- 
RockviUe, Maryland 208 SO 

If you have any questions concerning this approval order, please contact James Lee, at 
(30 1) 443-8609 extension 144. 

B&m 
1 

. Xuckerman, ,M.D. 
Di,recto 
Division o< C~~i~v~cul~ 
Qf%e;e of D&ice Evaluation 

Enclosure 



Last modified 1-3 l-02 

CONDITIONS OF APPROVAL 
FOR IMPLANTABLE ~EF~B~~LA~O~~ AND P~~G~~ERS 

PREMARKET APPROVAL APPLICATION CPMA) S~PP~~~E~~: Before making 
any change affectmg the safety or effe&veness of the device, submit a ‘PEPMA supplement 
for review and approval~by FL)A unless the change is-of a type for whi& a “Special PMA 
Supplement-Changes Being Effected” is permitted 8~4.~9~d) or an 
alternate submission is permitted in aecordanee with 2 1 .39(e)or (it-) A PMA 
supplement or alternate submission sh& comply with ap~l~~~~l~.~~~~ernen~ under 2 1 
CFR 8 14.39 of the final rule fur Premarket Approval of medial Devi 

All situations which require a PMA ~~~lerne~t cannot be briefly ~u~~zed~ please 
consult the PMA regulation far &@her guidance, The gu~~~~e provided below is only 
for several key instances. 

A PIvIA supplement must be submitted when ~~ti~~~at~d adverse eff~ts, &r&es in 
the incidence ofanticipated adverse effects, or de~ce,f~I~s ~~essi~~~ a labeling, 
manufacturing, or device modi~~t~o~. 

A PMA supplement must be ~nbrn~~~ ‘if the device is to be mo atrd the modified 
device should be subjected to animal or laboratxxy or~ol~n~c~~, ~~t~~~ de$gned to 
determine if the modified device ~~~~ safe and e-f&.&e. 

A “Special PMA Supplqmerrt - Chanss Being Effected” is lim~it~d to the Iabeling, qua& 
control and manufaeti~g process chides specified un@r 21 CFR 814,39(d)(2). It 
allows for the addition of; but nut the repiaeement of prettily, 
specifications and test methods. These .&anges may.be.~m~~ern~nt 
approval upon acknowledgment ,by FDA that the ~ub~~~i~~ is, 
“Special PMA SuppIe&eut by FDA Changes Being Effq$ed.“- 
applicable to changes in devitxdesign, composition, ~~~i~~ati~~, e~r~~~~, software or 
energy source. 

Alternate submissions permitted under 2 1 CFR 8 14,39(e) ly to ch es.,that otherwise 
require approval of a PMA supplement,b~fore implem~t~t~~n of the change and include 
the use of a 30”day PMA ~up~~~ment or ~~~ m (see below), FDA 
must have previously indicated in. an advisory opinion $0’ the a~ct~. ~~d~us~ or in 
correspondence with the app&ant that&e alternate ~~~~is~~o~ $ poised for the 
change. Before such can occw, FDA and the PMA ap~?~i~~~(s~ involved must agree 
upon any needed testing protocol, test results, reporting format, ~~f~~a~o~ to be 

I reported, and the alternate submission to be used. 

Alternate submissions permitted urrd&Z$1 CFR 8 14,39~(fj for, rn~nf~~~g process 
changes include the use of a 30-day Notice. The rn~~ct~~ may- ~is~ibu~e the device 



30 days after the date on which the FDA receives tha.30~day Notice, unless the FDA 
notifies the applicant within 30 days from receipt of the notice that the notice is not 
adequate. 

POSTAPPROVAL RETORTS. Cantinued approval of th_is PMA is contingent upon the 
submission of postapproval reports, required under 21 CFX 8 14.84 at intervals of 1 year 
from the date of approval of the original Pn?iA. Postapproval reports for supplements 
approved under the original PMA, if applicable, are to be -includecf. in the next and 
subsequent annual”repo$s for the original PMA unless s~c~~~d,~~~~is~ in the approval 
order for the PMA supplement. Two c.Qpies identified as “Annnal Rem” and bearing 
the applicable PMA reference nuniber’&e to be ~~~~~~ed’t~ the P&iA 
Center (HFZ-40 l), Center for Devices 
Administration, 9200 Corporate ‘Bo 
postapproval report shall indicate 
the report and shall include the fo 

( 1 )Identifi+ion of chang?s described in 2 1 Q?R 8 KBJ(a) and changes required 
to be .reported to FDA nnder 21 CFR 814.39(b). 

(2)Bibiiography and summary of the fo~~o~~ in~~a~on not previously 
submitted as part of the PMA zmd that is known to or re~~~ab~y should be known 
to the applicant: 

(a)unpublished reports of,&@ from any clinical ~v~~t~g~ti~~s or 
nonclinical Iakratory studies involvi the de&e or ~~i~t~d devices 
(“related” devices include devk& v&i& are- the Same or substantially 
similar to the app~~c~t’~~device~~ and 

, (b)reports in the scientifkz literature corkcerning ,the device. 

If, after reviewing the biblio~p~y and ~~~, FDA c s that agency review of 
one or more of the above. rep&s is requited, the app~i~~t.sh~~ submit two copies of each 
identified report when so not%ed by FD!+. 

In addition to the above and in order to.provide ~~nt~n~~d,~aso~ab~e assurance of the 
safety and effectiveness of the device for its intended use, the ~~ ~~~pproval reports 
shall include, sepaktely for each model number (if applicable), the fo~~o~~g information 
known by or reported to the a~~~cant: 

( 1 )The number of pulse g~ner~ors,domestica~~~ ~rnp~~ed and the number of 
* reported explants and deaths. 

(2)A breakdown of the reported deaths into puIse generator related and non-pulse 
generator related. 
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(3)A breakdown of the reported;expiants into the numbers reported at end of 
battery life, having comphcatiqrs unresqlvab~e by” pro~~~~n~ and for other 
reasons with safety and effectiveness issues which can be derived from the reports 
stated. 

(4)The number of pulse generaters returned to the ~~p~~~ant for, cause from 
domestic sources with a breakdown into the fibers currently in anaiysis, 
operating properly, at normaf battery depletion and failed, with the failure 
mechanisms described. 

(5)A cumulative- survival table for the pulse generators. 

ADVERSE REAC,TION AND ~EV~~~,~EF~CT ~P~T~~. As provided by 
2 I CFR 8 14.82(a)(9), FDA lqs deterrmned that in or$er to ~~~d~ continued reasonable 
assurance of the safety aad e~e~tive~s~ of the de&e, the ~pp~~~~t shah, submit 3 copies 
of a written report ident%ed, as ~p~~~~~b~e, &s &I “Adve&e ~R~a~~o~ R&X& or “Device 
Defect Rextort” to the PMA Document Mail Center - 
(HFZ-40 l), Center for Devices and ~d~oiog~~~~ Heal&, .Food. and Administration, 
9200 Corporate Boulevard, Ro~~v~ll~, ~~~~d 2OWJ w&h@ ‘IQ days after the applicant 
re&ives or has knowledge of info~~~~n concerning: 

(l)A mix-up of the device or its.Iabehng with ‘anot&~ acne. 

(2)Any adverse reaction, side effect, anj’ury, toxicity, or s~~~~t~v~~ reaction that is 
attributab-le to the deviceand 

(a)has not been addressed by the device’s lulling or , 

(b)has been,addressed by the device’s ~~~~~~;~~t is occurring with unexpected 
severity or frequency. 

(3)Any significant chemid, physical or other’ehange or deter~ora~on in the device or 
any failure of the device to meet the specifications es~b~~sh~d in, the approved PMA 
that could not cause or ~on~~b~~ to death or serious i~ury but are: not correctable by 
adjustments or other rna.~~te~~~~ procedures d~s~~~~ in the approved labeling. The 
report shah include a “discus&n of the applitit’s ~s~~~rne~t ofthre change, 
deterioration or failure and ,any proposed or implemented corrective action by the 
applicant. When su& events are correctable by ~~j~st~~n~ or other mamtenance 
procedures described in the appreved lab&n-g; ah such events known to the applicant 
shall be included in the Annual art described under ‘+~os~p~r~v~~ Reports++ above 
unless specified otherwise in the, conditions of’approval to this PMA. This postapproval 
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report shall appropriately categorize these events and include the number of reported 
and otherwise known instances of each category during the reporting period. Additional 
information regarding the even& discussed above shall be submitted by the applicant 
when determined by,FDA to b& necessary to provide continued reasonable assurance of 
the safety and effectiveness of the device for its intended use. 

REGI3LATION. The Medical Device Reporting (MDR) ~e~~~tiun became effective on 
December 13, 1984. This regu1ation.w~~ replaced by the reporting requirements of the 
Safe Medical Devices Act of 1390 whi:la be,came effe&ve July 3 1, 1996and requires 
that all manufacturers and-impo~ers,o~medical devices, including in vi& diagnostic 
devices, report to the FDA whenever-they receive or otherwise become? aware of 
information, from any 
source, that reasonably suggests that a device marketedby the m~ufa~~er or importer: 

(1)May have caused or co~~ib~t~d to a death br serious injury; br 

(2)&s malfunctioned and such device or &m&r device m~k~ted by the 
manufacturer or import&r would be likely to +~ause or ~o~~i~ute’,t~ a -death or 
serious injury if the rn~~~tion were to recur: 

The same events subject’ to reporting ‘under the R R~g~~iu~ miiy also be subject to 
the above ‘“Adverse Reaction,‘,~d,~~~i~ D orting”“- r~~~~~~~~ts in the . 
“Conditions of Approval” for this 9M& FDA has ~e~~~~,~a~ s&h dupli~a~ve 
reporting is unnecessary, Whenever an event involving a de&ice is inject 
under both the MDR Re~lat~on,~d &e- “Conditions Q~ Approval” for a P 
manufacturer shall submit the 
the time frames as identified in 21~~~8~3.1~(~) using FDA For& i.e., 30 days 
after becoming aware of $. repo~ble +ath, s&Sows injury, or ~~~n~tion-as described in 
2 1 CFR 803 SO and 2 1 CPR a303 52 and 5 days after, becoming aware t&t a reportable 
MDR event requires remedial a&ion to prevent axr ~~~so~a~l~ risk of s~bs~~al harm 
to the public health. The m~u~~ct~er is responsibly for submi~ng a baseline ~report on 
FDA Form 3417 for a divicewhefn t&device model is ~r~t,~~p~~~d “wder 21 CFR 
803.50. This baseline report is to i~clu~~~tbe PMA reference ember. An? w&ten report 
and its envelope is to be spedfically identified, e.g., ~~~~~~a~~er Repin” “?-Day 
Report,” “Baseline Report,” etc. Any vvritten report is to be submiss to: 

Food and Drug Admi~s~ati~n 
Center for Devices and Radiological Health 
Medical Device Reporting 
PO Box 3002 
Rockville, Maryland 20847-3002 

Copies of the MDR Regulation (POD #336&133(i) and FDA ~ubli~a~o~s.entitled “An 
Overview of the Medical :Device Reposing Regulation” (FQD # 509) and ““Medical 
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Device Reporting for Manufacturer” (FOD # 987) are w&able on the CD www 
Home Page. They are also available through CDRH’s Fact-On-Demand 
(F%l-ID) at 800-899-038 I. Wrikn re&ests for information can, be’made by sending a 
facsimile to CDRH’s Division of ~~a~.Manufa~tur~rs ~n~e~a~o~a~ and Consumer 
Assistance (DSMICA) tit 301”443&J&8., 


